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Art Unit: 3761 

DETAILED ACTION 

Priority 

1 . Receipt is acknowledged of papers submitted under 35 U.S.C. 1 19(a)-(d), which 
papers have been placed of record in the file. 

Claim Objections 

2. Claims 10, 50 are objected to because of the following informalities: 
Claim 10 recites the limitation "said containing body" in line 10. There is 

insufficient antecedent basis for this limitation in the claim. 

Claim 50 recites the limitation "said second connecting element" in line 4. There 
is insufficient antecedent basis for this limitation in the claim. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4! Claims 1, 6, 7, 28, 49, and 50 are rejected under 35 U.S.C. 102(b) as being 
anticipated by US 5,578,223 to Bene et al. 

In the specification and figures, Bene discloses the device as claimed by 
applicant. With regard to claim 1 , Bene discloses an infusion system comprising a 
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container 10 with an infusion solution, a scale 23 to measure the weight of the 
container, an infusion line or transport line 1 1 that conveys the liquid from the container 
towards the patient, a pump 12 that conveys fluid along the line, a control unit 25 
associated with the scale 23, and a bubble trap or separator 8 with an inlet that receives 
fluid from containers 10, 20 and an outlet that passes fluid to the rest of the infusion line 
(see column 3, lines 45-50, column 4, lines 3-29, FIG 1). 

With regard to claims 6 and 7, Bene illustrates that the separator or bubble trap is 
placed between pump 12 and the infusion point on patient's arm 9, immediately 
downstream of the pump (see FIG 1). 

With regard to claim 28, Bene illustrates that the infusion device may comprise 
several containers that connect to the infusion line via bubble trap 8, wherein each 
container has a valve or stop element (see FIG 1 ). 

With regard to claims 49 and 50, Bene discloses and illustrates that the infusion 
set comprises an extracorporeal blood treatment circuit 5, 6, 7 and a blood treatment 
device in the form of dialyzer 1 (see FIG 1). 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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6. Claims 25-27 and 29 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,578,223 to Bene et al. 

In the specification and figures, Bene discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of the specific actions of 
the control unit. Bene discloses that the control unit 25 interacts with scales 23 and 24 
of infusion fluids 1 0, 20, in order to control the movement of the fluid pumps 6,12,19, 
22, thereby controlling the operation of the blood treatment procedure (see at least 
column 4, lines 7-67, column 5, lines 1-55). With this disclosure, Bene suggests that the 
controller may perform an end of infusion procedure when a certain condition, such as a 
weight change in the infusion containers, is detected by the scales, since Bene's 
controller continuously adjusts the pumping rates (which may include an adjustment to a 
zero flow rate) based on signals from the scales (see column 5, lines 22-45). As such, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to program the controller disclosed by Bene to perform an end of infusion 
procedure, such as stopping the infusion pumps, when a certain condition is detected 
by the controller, since Bene discloses that the controller is designed to continuously 
monitor and control fluid flow through the circuit. 

7. Claims 2-5, 12-21 , 38-40 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,578,223 to Bene et al in view of US 4,190,426 to Ruschke. 

In the specification and figures, Bene discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of a separator comprising 
various membranes within the separator or drip chamber. With regard to claims 2-5, 12, 
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and 13, Ruschke discloses a blood-gas separator that vents gas in a liquid stream. The 
separator comprises housing 10 (made up of base 12 and cover 14, defining fluid 
passages 37, 39), fluid inlet 20, fluid outlet 22, and vent ports or gas outlets 38 (see 
FIGS 1, 3, column 4, lines 13-29, column 4, lines 58-65). The separator further 
comprises a filter or selector means comprising a hydrophilic filter 24 with one side 
facing liquid inlet 20 and one side facing liquid outlet 22 (see FIG 1 , column 4, lines 40- 
57). The separator still further comprises a selector or hydrophobic membrane 40 with 
one side facing the liquid inlet and channel 39 and one side facing the gas vent 38 (see 
column 6, lines 4-19, FIG 1). The filters are arranged within a fluid passage with the 
hydrophobic membrane located at the upper section of the hydrophilic membrane. 

The filters disclosed by Ruschke allow for thorough and sterile venting of air from 
an infusion solution (see column 1, lines 10-20). Therefore, it would have been obvious 
to one having ordinary skill in the art at the time the invention was made to add the filter 
structure disclosed by Ruschke to the infusion set disclosed by Bene in order to provide 
through and sterile venting of air from an infusion set, as taught by Ruschke. 

With regard to claims 14 and 15, base 12 comprises tubular connecting elements 
20, 22. With regard to applicant's recitation that the base comprises one connector and 
the cover comprises the second connector, it is the position of the examiner that absent 
a showing of criticality of the position of the connectors on the base or cover, such an 
arrangement comprises an obvious rearrangement of the parts of the prior art. It has 
been held that rearranging parts of an invention found in the prior art involves only 
routine skill in the art. See MPEP 2144.04. In the instant case, it appears that the 
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position of the tube connectors on the base or cover do not affect the operation of the 
device, which would operate in the same manner whether the connectors were located 
on the base alone, base and cover, or cover alone. 

With regard to claims 16 and 17, Ruschke illustrates that the hydrophilic 
membrane 24 is located between base 12 and cover 14 and extends the length of the 
body, parallel to and spaced from the base wall 16 (see FIG 1). 

With regard to claims 18 and 20, Ruschke discloses that the base wall 16 
comprises projections or ribs 28 (see column 5, lines 24-37, FIGS 1, 2). 

With regard to claims 19 and 21, Ruschke discloses that base portion 12 
comprises ribs that direct fluid to the outlet portion of the device (see column 5, lines 24- 
37), but fails to disclose that the cover portion comprises similar projections. It has been 
held that mere duplication of the essential working parts of a device involves only 
routine skill in the art. See MPEP 2144.04. In the instant case, it is the position of the 
examiner that the ribs claimed by applicant on the cover portion are a duplication of the 
essential working parts of the device disclosed by Ruschke, since they operate in the 
same manner as the ribs disclosed in the prior art. 

8. Claims 8-11, 22-24, and 41-42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,578,223 to Bene et al in view of US 5,447,417 to Kuhl et al. 

In the specification and figures, Bene discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of a rigid support or 
manifold that supports the tubing near the pump. With regard to claims 8 and 9, Kuhl 
discloses a fluid pumping apparatus with a molded manifold or support 400 that 
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supports a length of tubing 415 that is curved in such a manner to interact with a pump 
(see column 14, lines 51-67, FIG 4). The manifold is designed to allow for one-handed 
installation while preventing improper alignment (see column 14, lines 60-67). The 
manifold disclosed by Kuhl comprises an output port 41 1 to which a second length of 
tubing is attached to complete the circuit (see figures). 

It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to add a support manifold as disclosed by Kuhl to the infusion 
system disclosed by Bene in order to allow for one-handed, properly aligned installation, 
as taught by Kuhl. 

With regard to claims 10, 11, 22-24, and 41-42 as best understood by the 
examiner, Kuhl discloses that the manifold 400 comprises two lateral portions (generally 
at 415, 416) where the tubes manifold. The lateral portions are joined by rigid, straight 
cross-piece 412. For the purposes of examination, the examiner is assuming the 
"containing body" of claim 10 to refer to the separator recited in prior claims. Absent an 
argument from the applicant as to the criticality of the location and orientation of the 
separator within the rigid support, it is the position of the examiner that it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to form the separator and the manifold in a single piece, since it has been held that 
forming in one piece an article that has formerly been formed in two pieces and put 
together involves only routine skill in the art. See MPEP 2144.04. In the instant case, 
the prior art clearly teaches the presence of all the claimed elements in a fluid transfer 
or infusion system. It is the position of the examiner that combining the previously 
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disclosed components into a single, integrated system is an obvious variation of the 
prior art. 

9. Claims 30-32 and 43 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over US 5,578,223 to Bene et al in view of US 5,308,333 to Skakoon. 

In the specification and figures, Bene discloses the apparatus substantially as 
claimed by applicant (see rejection above) with the exception of a check valve disposed 
on the infusion line downstream of the separator. Skakoon discloses an infusion set that 
delivers fluid from a pharmaceutical product bag to a patient (See column 3, lines 23- 
40). The set includes an air filter chamber 32 with an exit port that incorporates a one- 
way valve 46 in order to prevent reverse flow through the tube set (see column 3, lines 
50-60). Therefore, it would have been obvious to add a check valve at the outlet of the 
air separator as disclosed by Skakoon to the infusion set disclosed by Bene in order to 
prevent reverse flow through the tube set, as taught by Skakoon. 

10. Claims 34-37 and 44-48 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,578,223 to Bene et al in view of US 4,190,426 to Ruschke, 
further in view of US 5,308,333 to Skakoon. 

The prior art discloses the apparatus substantially as claimed by applicant (see 
rejections above) with the exception of the position of the check valve within the housing 
of the separator. Absent any argument by applicant of the criticality of the location of the 
valve within the separator housing, it is the position of the examiner that it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to place a check valve as disclosed by Skakoon within the housing of the separator 
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disclosed by Ruschke in the tube set disclosed by Bene, since it has been held that 
rearranging parts of an invention found in the prior art involves only routine skill in the 
art. See MPEP 2144.04. 

1 1 . Claims 33 is rejected under 35 U.S.C. 103(a) as being unpatentable over US 
5,578,223 to Bene et al in view of US 5,447,417 to Kuhl et al, further in view of in view 
of US 5,308,333 to Skakoon. 

In the specification and figures, Bene and Kuhl disclose the apparatus 
substantially as claimed by applicant (see rejection above) with the exception of a check 
valve formed integrally with a tubing manifold. Skakoon discloses a fluid infusion system 
with a check valve that prevents backflow through the infusion system. Absent an 
argument from the applicant as to the criticality of the location of the check valve 
integrated within the rigid support, it is the position of the examiner that it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to form .the check valve and the manifold in a single piece, since it has been held that 
forming in one piece an article that has formerly been formed in two pieces and put 
together involves only routine skill in the art. See MPEP 2144.04. In the instant case, 
the prior art clearly teaches the presence of all the claimed elements in a fluid transfer 
or infusion system. It is the position of the examiner that combining the previously 
disclosed components into a single, integrated system is an obvious variation of the 
prior art. 
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Double Patenting 

12. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 
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13. Claims 1-48 are provisionally" rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-40 of 
copending Application No. 10/520,667. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because applicant is claiming various 
combinations of the same elements of an infusion system in both applications. Applicant 
presents claims drawn to an identical separator, tube support, and check valve in each 
application, with each application presenting various combinations of the claimed 
elements. As such, the applications are unpatentable over one another. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

14. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure: 

a. US 5,769,811 Staceyetal 

i. Blood processing system with tube manifold 

b. US 5,605,540 Utterberg 

ii. Infusion tube system with bubble trap 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Leslie R. Deak whose telephone number is 571-272- 
4943. The examiner can normally be reached on M-F 7:30-5:00, every other Friday off. 
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* 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tanya Zalukaeva can be reached on 571-272-1115. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571/272-1000. >^ 




✓Leslie R/Deak l( 
Patent Examiner 
Art Unit 3761 
16 February 2007 



